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DETAILED ACTION 

The applicant's response filed 6/12/08 to the Office action has been entered. Claims 34, 
39-44, 46-50 and 52-55. 

1 . The rejection of claims 32, 35-37 and 5 1 under 35 U.S.C. 103(a) as being unpatentable 
over Lupski et al. (5,691,136, issued Nov. 1997) is withdrawn because of the cancellation of the 
claims. 

2. The rejection of claim 38 under 35 U.S.C. 103(a) as being unpatentable over Lupski et al. 
(5,691,136, issued Nov. 1997) is withdrawn because of the cancellation of the claims. 

3. Claims 34, 39-44, 47-48, and 52-55 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Lupski et al. (5,691,136, issued Nov. 1997) as evidenced by New England 
BioLabs catalogue. 

Lupski et al. disclose oligonucleotide primers and a method for identifying strains of 
bacteria in a sample (See column 2, lines 27-30). The primers are about 10-29 nucleotide bases 
in length and preferably between about 15-25 bases in length (See column 3, lines 12-15). Each 
primer pair is selected to be substantially complementary to the different strands of each specific 
repetitive sequence to which the primer pairs bind (See column 5, lines 15-22). The sample 
contains a plurality of strains of bacteria (See column 6, lines 14-16, column 51, and lines 65- 
67). The polymerases used in the method are Taq DNA polymerase, E. coli DNA polymerase I 
and Klenow fragment of E. coli DNA polymerase I and Vent DNA polymerase (See column 7, 
lines 17-24). The invention also includes a kit for the method containing a pair of PCR primers to 
a repetitive sequence in bacteria (See column 9, lines 29-33). 
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Lupski et al. do not explicitly disclose that each primer has a constant portion and a 
random portion. 

In fig. 3, there are four primers in a right set and a left set. These sequences are the 
alignment of ERIC oligonucleotide primer sequences with respect to the central inverted repeat 
of an ERIC consensus sequence (See column 3, lines 51-54). It is inherent in this teaching that 
all of the primers in the set of primers are complementary to the same strand of the target 
sequence as recited in claim 47. These primers are all of the same length (See fig. 3). There are 
four primers for a right set and a left set (See fig. 3) and the right set and left set of primers each 
has the same number of primers (See fig. 3). The primers have a constant portion, TT, GGG, and 
AA (See fig. 3) and a random portion comprises ATCG (See fig. 2). The constant portion of each 
primer is the same (See fig. 3). Thus, Lupski et al. inherently teach that each primer has a 
constant portion and a random portion and the constant portion of each primer are the same. 

Lupski et al. also do not disclose strand displacement factor compatible with DNA 
polymerase. 

New England BioLabs disclose that Klenow fragment of E. coli DNA polymerase I has 
strand displacement activity (See attached New England BioLabs catalogue pages). It is inherent 
that the polymerase used by Lupski et al. has strand displacement activity. 

Based upon the analysis above, the teachings of Lupski et al. anticipate the limitations of 
the claims. 

Regarding claims 34, 39-44, 52 and 54, the response argues that Lupski et al. teach that 
the primer pair is selected to be substantially complementary to the different strands of each 
repetitive sequence, while the random portion of the primer of the instant claims is not designed 
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to be specific to be complementary to any particular sequence, yet they are still complementary 
to the target. However, although, it is true that the primer of Lupski et al. is specific to its target 
(repetitive sequence), the set of primers as recited by the instant claims has its own specificity 
(target sequence). 

The response argues that even though the primer has an "N" sequence within the primer, 
this is not a random portion complementary to the target as claimed. However, there is no 
definition regarding the phrase "random portion". 

Based upon the analysis above, the rejection is maintained. 

Regarding claims 47-48, 53 and 55, the response argues that Lupski et al. disclose each 
primer pair is selected to be complementary and overlapping to the different strands of each 
specific repetitive sequence in which each primer in the primer set is not complementary to a 
non-overlapping region of a different portion of the hybridization target. However, the primers in 
fig.2 or fig. 3 are complementary to a different portion of a hybridization target and to the same 
strand of the target sequence; for example, in fig. 2, probe REPA11-I and probe REP1R-I are 
hybridized to the same strand of the target sequence, but the probe is complementary to a 
different portion of the hybridization target (see fig. 2 and column 12, lines 19-26). Thus the 
teachings of Lupski et al. read on the limitations of the claims. 

Regarding the issue of an overlapping or non-overlapping sequences as discussed in the 
response, the argued limitations are not in the claims. The argument is irrelevant. 

Based upon the analysis above, the rejection is maintained. 
4. Claim 49 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lupski et al. 
(5,691,136, issued Nov. 1997). 
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The teachings of Lupski et al. are set forth in section 3 above. 

Lupski et al. do not disclose that the kit contains 4 or more primers, which are 
respectively in a right set of primers, and a left set of primers. 

As indicated by Lupski et al., one skilled in the art would have readily recognized that the 
number and type of primers, which are in the kit, will depend on the use of the kit as well as the 
sequences, which are to be detected (See column 9, lines 36-39). 

Thus one of ordinary skill in the art would have been motivated to make the kit with four 
or more primers in a right primer set and a left primer set because of the suggestion of Lupski et 
al. (See column 9, lines 36-39). It would have been prima facie obvious to make the kit with four 
or more primers, which are respectively in a right set and a left set. 

5. Claims 46, and 50 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lupski 
et al. (5,691,136, issued Nov. 1997) as applied to claims 34, 39-44, 47-48, and 52-55 further in 
view of Blanco et al. (Journal of Biological Chemistry, 1989, Vol. 264(15), pg. 8935-40). 
The teachings of Lupski et al. are set forth in section 3 above. 

Lupski et al. do not disclose that the kit contains phage vphi 29 DNA polymerase for 
strand displacement activity. 

Blanco et al. disclose that phage vphi 29 DNA polymerase is highly processive in the 
absence of any accessory protein and is able to produce strand displacement coupled to the 
polymerization process (See the Abstract). 

One of ordinary skill in the art would have been motivated to include phage vphi 29 DNA 
polymerase in the kit for amplifying a target nucleic acid as claimed because of the benefit of 
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using the vphi29 DNA polymerase. It would have been prima facie obvious to include phage 
vphi 29 DNA polymerase in the kit for performing the amplification of the target nucleic acid. 

Since the response argues the same issues as argued in the 102(e) rejection, with the same 
reasons as set forth above, the rejection is maintained. 

Summary 

6. No claims are allowed. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joyce Tung whose telephone number is (571) 272-0790. The 
examiner can normally be reached on Monday - Friday, 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571 272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kenneth R Horlick/ 

Primary Examiner, Art Unit 1637 

Joyce Tung 
September 5, 2008 



